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DETAILED ACTION 



A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.1 14. Applicant's submission filed on 02/04/1 1 
as been entered. 

Applicants' arguments, filed 02/04/11, have been fully considered. Rejections 
and/or objections not reiterated from previous office actions are hereby withdrawn. The 
following rejections and/or objections are either reiterated or newly applied. They 
constitute the complete set presently being applied to the instant application. 

Claim Rejections- 35 U.S.C. §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be patented 
and the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. 
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Claims 1-5, 7-12 and 16-21 stand rejected under 35 U.S.C. 103(a) as being 
unpatentable over Koike (WO 02/30400 - See IDS dated 4/17/2006 - References 
contained herein are to English equivalent document U.S. 2004/0033258) in view of 
Masaki (U.S. 5,466,464). 

Koike teaches a quick disintegration tablet composition comprising 40.8% 
Grandule D and 57.42% Granule E (Example 6, ff 262-265). Granule D comprises 60g 
manidipine hydrochloride {i.e. active), 180.6g lactose, and 51 g low substituted 
hydroxypropyl cellulose {id.) Granule E comprises 266. 5g of D-mannitol, and 18g of 
crystalline cellulose(/d). Koike teaches that an alternative active agent is the antacid 
magnesium aluminometasilicate (1f175). The crystalline cellulose may be in the form of 
microcrystalline cellulose {V 1 6). While the disintegration time of the quickly 
disintegrating solid pharmaceutical preparation in the oral cavity (the time required for 
complete disintegration by saliva in the oral cavity of a healthy male or female adult) 
varies according to particular dosage form, size, etc., of the solid pharmaceutical 
preparation, in case that the solid pharmaceutical preparations is in the form of a tablet, 
for example, it is usually 5 to 90 seconds, preferably 5 to 60 seconds, more preferably 5 
to 30 seconds 5110). 

Koike does not teach an embodiment having the ratio of mannitol to other 
saccharides in the range of (98-75) :(2-25), as required by the newly presented claim 
amendments. 
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Masaki teaches that variation in the ratio of mannitol to lactose varied the 
disintegration time in orally disintegrating tablets (See tables 1 and 6). Masaki teaches 
using ratios of mannitol to lactose of 0:100, 20:80, 40:60, 60:40, and 100:0 (Table 6). 

Masaki did not teach the presence of an inorganic excipient from 1 to 30 parts by 

weight. 

Given shorter disintegration times are preferred by the primary reference, it 
would have been obvious to one of ordinary skill in the art to optimize the ratio of 
mannitol to lactose in the tablet rendered obvious by the primary reference in order to 
minimize the disintegration time as taught by the secondary reference. With regard to 
new claims 20 and 21 , it is noted that the buccal cavity disintegration time was 
demonstrated by the prior art to be as low as ten seconds (Masaki at Table 1 ). 

First, Applicants argue that Masaki states that "A structural body having desired 
hardness and disintegration rate can be obtained regardless of the mixing ratio". 
Applicants argue that this discussion would have indicated to one of skill in the art that 
the ratios are not important, and accordingly, one of ordinary skill would have no basis 
to modify the ratios to achieve any given effect. 

Second, Applicants point out that some of the blending ratios taught in Masaki 
fall outside the scope of the instant claims and provides nothing with respect to having 
an excellent balance of disintegration time and tabletting properties. 

Third, Applicants point to their data and claim it demonstrates unexpected results 
regarding specific disintegration times corresponding to various ratios of mannitol to 
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lactose. Applicants also argue that the difference in tabletting pressure in the data relied 
upon is a non-issue because the tabletting pressure is varied in order to produce tablets 
having the same hardness. 

Examiner disagrees. First, the general statement pointed to by Applicants only 
refers to the fact that the prior art teaches that a variety of mixtures can have sufficient 
hardness and disintegration time. This statement in no way implies that every 
formulation having a combination of lactose and/or mannitol will have equal hardness 
and disintegration time. In fact, tables 1 (col. 9) and 6 (col. 12) of Masaki demonstrate 
that the disintegration time varies with the ratio of mannitol to lactose. Using this data as 
a basis, the skilled artisan would find it obvious to optimize the ratio mannitol to lactose 
in order to achieve the minimum disintegration time. 

Second, the fact that some of the examples described by Masaki are outside of 
the claimed range does not negate the broader teaching of Masaki. Masaki is relied on 
for the broader teaching that disintegration time varies with the ratio of mannitol to 
lactose. The skilled artisan aware of Masaki would find it obvious to run routine tests on 
tablets containing various ranges of mannitol to lactose to find the minimal disintegration 
time, as demonstrated by the disclosure of Masaki. 

Third, while tabletting pressure is disclosed, the resulting hardness is not. As 
such, it is unclear from the evidence provided whether the resulting tablets all share a 
common hardness or not. Without such evidence, the Examiner is unable to determine 
if Applicants assertion of improved tablet characteristics is sufficient to overcome the 
obviousness rejection. 
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Further, Examiner asserts the results are not unexpected, even if the tablets are 
the same hardness, given the disintegration time of the claimed range falls within the 
range of comparative examples A and D. 

Claim 13 stands rejected under 35 U.S.C. 103(a) as being unpatentable over 
Koike (WO 02/30400 - See IDS dated 4/17/2006 - References contained herein are to 
english equivalent document U.S. 2004/0033258) in view of Masaki (U.S. 5,466,464), 
The combination further in view of Ishikawa (Preparation of Rapidly Disintegrating 
Tablet Using New Types of Microcrystalline Cellulose (PH-M Series) and Low 
Substituted-Hydroxypropylcellulose or Spherical Sugar Granules by Direct Compression 
Method, Chem. Pharm. Bull., Vol.49, No.2, pp.1 34-1 39, 2001). 

The combination of Koike and Masaki is discussed above, does not teach the 
use of a disintegrating agent with an average particle diameter of 20ju,m or less. 

Ishikawa teaches that the preparation of rapidly disintegrating tablets using 
microcrystalline cellulose having a mean particle size of 7ju,m (p. 134, right col.). 
Disintegration time was significantly shorter when small particle sizes were used (p.1 35, 
right col., 2nd f). Tablets prepared using a particle size of 7|um sufficient crushing 
tolerance and were very rapidly disintegrated in the mouth (p. 136, 1 st f). 

It would have been obvious to one of ordinary skill in the art, when making the 
quick release tablet Koike in view of Masaki to use known microcrystalline cellulose 
components, such as disclosed in the Ishikawa. Ishikawa provides additional motivation 
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to use microcrystalline cellulose with an average diameter of 7|um due to the shortened 
disintegration time while still retaining sufficient crushing strength. 



All arguments are presented together and discussed above. For the reasons 
stated above, this rejection is maintained. 



Nonstatutory Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1 994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-5, 7-13 and 16-21 stand provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 1 , 3- 
28, and 30-32 of copending Application No. 10/945,049. Although the conflicting claims 



are not identical, they are not patentably distinct from each other because the 
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copending application is directed to tablets with the same components as instantly 
claimed, just in different order. Thus, it would be obvious to pick and choose from the 
claimed components of the copending claims to result in the instantly claimed tablet, 
given the components of the copending application are claimed to be useful as rapidly 
disintegrating tablets when combined. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Applicant cites MPEP 822.01 , which pertains to how to handle double patenting 
rejections at the time of issue when no other rejections remain. Here, other rejections 
remain. Accordingly, this rejection is maintained. 



Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ADAM MILLIGAN whose telephone number is (571)270- 
7674. The examiner can normally be reached on M-F 9:00-5:00 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Fred Krass can be reached on (571)272-0580. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/ADAM C MILLIGAN/ 
Examiner, Art Unit 1612 

/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



